there is limited (if any) focus on informed consent at an ideological level. In results, consider revising 'efficiently' as it does not make much sense. In strengths and limitations, you mention that the study takes 'social, cultural and national contexts into context'. There is not much focus on cultural context in the paper. The paper would be improved if more focus was given to the cultural context. Introduction
Much of the background is given to the concept of informed consent in the West. Considering the topic, it would be good to discuss the emergence of informed consent in China. Did any cultural and political conditions endorse paternalism? What has influenced the move towards informed consent?
Very little attention is given to the legal and ethical guidance for informed consent in China. More on this would be good to give the reader some background.
On the issue of trust, there appears to be some contradiction. You mention that patients challenging doctors demonstrates lack of trust but go on to state that informed consent empowers patients. Could patients questioning their doctors not be simply them wanting more information rather than a lack of trust? Some discussion on doctor training and in particular, any ethics training would be good.
Results
Throughout the results there is material that appears as if it would be best placed in the discussion section. As it stands, it is unclear whether this information came from the study or from the literature (see page 6 ln 46 to end of paragraph, first paragraph of 'insufficient interaction' on pg 7).
At page 5, ln 19, are the interests you are referring to pertain to financial interests? Discussion Overall, more is needed on tying your research to the literature. Often issues are raised that are problematic in China, but these are not unique to China. More discussion on how these issues have been resolved in other settings would be good, as well as problems that are particular to China. It would also be good to include more recommendations to improve informed consent in China You mention that informed consent is problematic as it is seen as a compulsory administrative procedure. However is it not the same worldwide? Why does this make informed consent problematic in China?
At pag8, ln 27, does GCP guidance not focus on informed consent and not consent only? Are you suggesting that the healthcare system neglects the informed part of informed consent, or is this down to the failings of the individual doctor? It would be good to discuss if informed consent is enshrined in policies, but not reflected in reality, if that is the case.
At pg 9, ln 19, you mention that medical care is unregulated in China, but the discussion that follows does not explain how it is unregulated. In the discussion that follows, you discuss the burden on doctors in China, but again is this not the same worldwide. Is there anything that can be done to address the problems considering this workload?
At page9 ln34, would it not be better to state that informed is not effectively received by patients, rather than efficiently? At ln48, is there the suggestion that information is deliberately withheld so that profits are maximised? If so, this is unethical and worrying and should be discussed further.
A careful proof read and language editing of the entire manuscript is necessary.
REVIEWER

Erisa Mwaka
Makerere University College of Health Sciences, Uganda REVIEW RETURNED 04-Feb-2018
GENERAL COMMENTS " The structure of the abstract is atypical, I am not sure whether it conforms to the journal guidelines. " Methods: The study methods are poorly described and devoid of detail. More details should be given on the data analysis. " Results: Overall, it is a good study but poorly packaged. Do the sub-headings in the result section correspond to the themes culminating from the data? If so, there seems to be some disconnect with the details under the sub-headings. The themes are inappropriately worded, might it be a translation problem? I recommend that the authors take a second look at the data and reanalyze for harmonization and obtaining of more logical results. This will also automatically affect the discussion too.
" Discussion: The sentence from line 22-26 is excessively long and clumsy, it should be recast. There are several factual statements that lack reference citation.
VERSION 1 -AUTHOR RESPONSE
Reviewer ( The authors report that they have conducted a qualitative research on over 70 patients. Their results and interpretations conclude that there is lack of knowledge, trust and communication between patients and their doctors. This is supported by quotes from the interviews.
Qualitative research aims at identifying repeated and important trends and themes, to be tested subsequently by quantitative research, and NOT to generalize about the statistics of these issues. For the authors to conclude from this qualitative review that China has a major issue in these fiends is premature and out of context.
It is possible that this is a generalized issue, but this has to be proven in quantitative research based on the themes that came predominant in the qualitative research.
Response: This research used grounded theory, a systematic methodology in social sciences. Unlike traditional Grounded theory normally starts from qualitative data collection and analysis without an initial theoretical framework, and then indexes or categorizes qualitative data as themes. Thus, qualitative research can be used independently. We explained grounded theory and describe how we analysed data by grounded theory in the Method Section (please find the first and last paragraph of the section, P4 ln. 12-16, P5 ln. 34-44 and P6 ln.1-8 ).
As written, the issues are not typical of China, and one can get similar responses in any other country. Response: Review's comment is valuable. We substantially revised the Introduction Section (please find the paragraph 1, 4, 5, 6 of the section, P2 ln. 2-13, P3 ln. 3-31, ln. 35-36 and P4 ln. 1-4) and Discussion Section (please find the paragraph 1, 6, 7 of the section, P9 ln. 23-28, P11 ln.11-33). These revisions will explain why these issues are important to the practice of informed consent and further to patient-doctor distrust in the context of China. For example, inadequate information provision not only leads to inappropriate practice of informed consent because patients were unable to make autonomic decision without full information, but to follow doctors' recommendation and arrangement passively. It is also the cause of patients' distrust in doctors due to the widespread corruption in China's healthcare system.
While intuitively it makes sense that there is still a paternalistic approach of physicians to patients in China, this qualitative analysis is not designed to prove it. Response: this research aims at exploring the practice of informed consent in China. We identified three barriers/themes leading to inappropriate practice of informed consent, namely Chinese doctors had not fulfil their obligation of information provision. In order to avoid misunderstanding, we deleted the sentences with regards to 'paternalistic approach' in the Conclusion of the Abstract, see P1, ln. 18-21.
Reviewer: 2 Reviewer Name: Ciara Staunton Institution and Country: Middlesex University, United Kingdom Please state any competing interests: None declared Please leave your comments for the authors below This is important research that addresses a vacuum in the practice of informed consent in China. This paper is worthy of publication, provided some changes are made. Generally, the authors should revise some of the material in the background to focus on China, discussion of the literature in the results should be moved to the discussion and the discussion section should tie the results of the research with the literature on this topic.
Abstract
In the objective, you state the aim as being to investigate informed consent 'at practical and ideological level'. However in the paper, there is limited (if any) focus on informed consent at an ideological level. Response: We deleted 'ideological level', P1, ln.17
In results, consider revising 'efficiently' as it does not make much sense. Response: The 'efficiently' was replaced by 'effectively', P1, ln.10
In strengths and limitations, you mention that the study takes 'social, cultural and national contexts into context'. There is not much focus on cultural context in the paper. The paper would be improved if more focus was given to the cultural context. Responses: We revised the Strengths and Limitations section according to editorial requirement. We substantially revised the Introduction Section (please find the paragraph 1, 4, 5, 6 of the section, P2 ln. 2-13, P3 ln. 3-31, ln. 35-36 and P4 ln. 1-4) and Discussion Section (please find the paragraph 1, 6, 7 of the section, P9 ln. 23-28, P11 ln.11-33) where we described the complex context of China and discussed the discussed the three issues leading to inappropriate practice of informed consent by taking China's context into account.
Introduction
Much of the background is given to the concept of informed consent in the West. Considering the topic, it would be good to discuss the emergence of informed consent in China. Did any cultural and political conditions endorse paternalism? What has influenced the move towards informed consent? Very little attention is given to the legal and ethical guidance for informed consent in China. More on this would be good to give the reader some background. Response: These issues are discussed in the paragraph 4 and 5 of the Introduction Section, P3 ln. 3-26.
On the issue of trust, there appears to be some contradiction. You mention that patients challenging doctors demonstrates lack of trust but go on to state that informed consent empowers patients. Could patients questioning their doctors not be simply them wanting more information rather than a lack of trust? Response: In order to solve the problem of misleading, we deleted this sentence. We added a new paragraph (the paragraph 1) to explain the root of patient-doctor distrust. P2 ln. 2-13.
Some discussion on doctor training and in particular, any ethics training would be good. Response: We discussed this point in the paragraph 6 of the Introduction Section. P3 ln. 35-36 and page 4 ln. 1-4
Results
Throughout the results there is material that appears as if it would be best placed in the discussion section. As it stands, it is unclear whether this information came from the study or from the literature (see page 6 ln 46 to end of paragraph, first paragraph of 'insufficient interaction' on pg 7). Response: In the original manuscript, we tried to briefly explain our views on the empirical data. It is also helpful for organizing the empirical data. We added extra references into these paragraphs, such as P8 ln. At page 5, ln 19, are the interests you are referring to pertain to financial interests? Response: Yes, it is financial interests. We replaced the 'interests' by 'financial interests' on P7, ln. 20 and further discuss this issue on P10 ln. 5-10 Discussion Overall, more is needed on tying your research to the literature. Often issues are raised that are problematic in China, but these are not unique to China. More discussion on how these issues have been resolved in other settings would be good, as well as problems that are particular to China. It would also be good to include more recommendations to improve informed consent in China Response: This paper emphasizes the informed part of informed consent was neglected by individual doctors as the information provided by doctors is not full or understandable. Indeed, the issues of inadequate information provision, asymmetric medical knowledge between two patients and doctors and insufficient patient-doctor interactions may also be found in the Western countries, but the medical education and training, for example in the UK and US has address the issues of information communication and provision in clinical settings because the licensing system assesses relevant abilities of medical students and graduates. P11 ln. 19-33 . We made recommendations in the last paragraph of the Discussion Section with regards to information provision and patient-doctor communication. P11 ln. 34-39.
You mention that informed consent is problematic as it is seen as a compulsory administrative procedure. However is it not the same worldwide? Why does this make informed consent problematic in China? Response: We rewrite the sentence. What we initially want to express is that the practice of informed consent is problematic in clinical settings. P10 ln. 23-25.
At pag8, ln 27, does GCP guidance not focus on informed consent and not consent only? Are you suggesting that the healthcare system neglects the informed part of informed consent, or is this down to the failings of the individual doctor? It would be good to discuss if informed consent is enshrined in policies, but not reflected in reality, if that is the case. Response: we take the suggestion of the reviewer. The situation is that informed consent is enshrined in policies, but not reflected in reality. We revised Paragraph 1 of the Discussion Section. P10, ln. 23-28.
At pg 9, ln 19, you mention that medical care is unregulated in China, but the discussion that follows does not explain how it is unregulated. In the discussion that follows, you discuss the burden on doctors in China, but again is this not the same worldwide. Is there anything that can be done to address the problems considering this workload? Response: we intended to say that patients' activities of seeking medical care are unregulated in China (P10, ln. 26-30). Patients normally go to urban hospitals bypassing the primary care. We had explained in the original manuscript that doctors in urban hospitals sometimes have 40-60 outpatients within a 4-hour outpatient shift or 6-8 surgical operations to do per day (Tucker et al, 2015) at P10 ln. 32-34. This problem can be solved by promoting patients' care seeking at primary care institutions by institutional arrangements as we stated in the last sentence of the last paragraph.
At page9 ln34, would it not be better to state that informed is not effectively received by patients, rather than efficiently? Response: we replaced 'efficiently' by 'effectively' P9, ln. 32
At ln48, is there the suggestion that information is deliberately withheld so that profits are maximized? If so, this is unethical and worrying and should be discussed further. Response: we discussed this point by adding two extra sentences. Please find them at the end of Paragraph 2 of the Discussion Section at P10 ln. 5-10. A careful proof read and language editing of the entire manuscript is necessary. Response: a careful and proofreading has been done by an English native speaker in the US.
Reviewer: 3 Reviewer Name: Erisa Mwaka Institution and Country: Makerere University College of Health Sciences, Uganda
Replace "Asymmetric medical knowledge" with "Medical knowledge disparities"
Much as a conclusion is included in the abstract, none is included in the main manuscript.
VERSION 2 -AUTHOR RESPONSE
Reponses to Reviewer 3
(1) We used past tense when reporting results. Please check the results section.
(2) In this study, the verbal consent is given by the patients who had intention to participate in the research. We explained later in the Data Collection section (Page 5) that a formal consent made by every participant must be obtained before \every interview. The formal consent is made by signing a paper-based consent form based on sufficient information about the research, data process and uses and participant's right to withdraw participation. Therefore, research ethics is ensured by the formal consent.
(3) "Asymmetric medical knowledge" was replaced by "Medical knowledge disparities"
(4) The CONCLUSION Section is included in the main manuscript as the last section -Page 11.
